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"Food additive" means any substance the intended use of
which results or may reasonably be expected to result,
directly or indirectly, in its becoming a component or
otherwise affecting the character of a food....  (U.S.
Department of Health and Human Services, 1980, p. 4)
The 1958 amendment changed the rules under which food additives were
regulated.  Until then, a substance added to food was presumed safe until
someone (usually the government through the FDA) could prove it otherwise;
after 1958, FDA approval of safety was required prior to use.  Because
this change in the law would have placed an unmanageable burden on the
manufacturers to conduct the tests required to prove the safety of the
many hundreds of substances then added to foods, the definition of "food
additive" was modified for regulatory purposes to exclude many classes of
substances.  The term now covers approximately 400 of the 2,600 to 2,700
substances intentionally added to foods (Code of Federal Regulations,
1981).  Not included are approximately 500 food ingredients termed GRAS
(Generally Recognized as Safe) substances; about 100 other "unpublished
GRAS substances;11 approximately 1,650 flavoring agents, most of which are
classified as GRAS; prior-sanctioned food ingredients, consisting of
about 100 substances approved by the U.S. Department of Agriculture
(USDA) or the FDA prior to 1958; and approximately 30 color additives
(U.S. Department of Health and Human Services, 1980).  It would be
difficult to prepare a list of all the compounds in these categories.
Table B-l summarizes the classes of food ingredients covered in the
Federal Food, Drug, and Cosmetic Act and provides examples of each. For
each category, it also presents information concerning the applicability
of the Delaney Clause—an amendment to the Act concerning the regulation
of carcinogens.  (This amendment and other regulatory actions are
discussed below.)
CONTAMINANTS
Two other, much larger groups of added food constituents are also
included in Table B-l.  It is estimated that approximately 12,000
substances are introduced unintentionally during processing, and an
unknown number of other contaminants are inadvertently added to the food
supply.  The first group (also called indirect additives) includes by-
products of processing (e.g., caustics used in potato peeling, machinery
cleaners, packaging components), as well as residues of permitted pesti-
cides and of drugs given to animals.  There are regulations restricting
the concentrations and types of these compounds in food and the purposes
for which they can be used. Contaminants in the second group, classified
as unavoidable "added" constituents, are regulated when found.  For
example, after an accidental contamination by a hazardous chemical, the
concentration of the chemical is compared to established "action levels"
to determine if the foods are fit for human consumption.

